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2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-20 and 22-26 is/are pending in the application. 

4a) Of the above claim(s) 9-16 is/are withdrawn from consideration. 

5) ^ Claim(s) 17-20 is/are allowed. 

6) |EI Claim(s) 1-8 and 22-26 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 
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1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1. Claims 1-8, 22 and 24 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 1 is vague and confusing. While the preamble of the claim is directed to a 
method for minimizing the likelihood of false-positive and false-negative results, the 
body of the claim fails to recite the necessary steps for performing such a method. The 
body of the claim only recites two steps for selecting monoclonal antibodies. The 
method of claim 1 incomplete. 

Claim 8 is vague and indefinite as it is not clear as to what "predefined 
proportion" of antibodies are being used to set the optimal interval between the value of 
the background level of PAMG-1 and the threshold sensitivity of the strip device as set 
forth in the claim. 

Claim 22 is vague and confusing. The claim is not clear as to how the ratio of the 
antibodies immobilized on the solid support provides a threshold level of detection of 
PAMG-1 of about 5 nanograms per milliliter. The capture section of the device in claim 
17 contains at 2 immobilized antibodies with differing binding specificities for PAMG-1 . 
A mobilizable antibody specific for PAMG-1 with a marker is in a detector section 
upstream of the capture section. If PAMG-1 is present, sandwich complexes comprising 
the labeled mobilizable antibodies, PAMG-1, and either of the antibodies immobilized in 
the capture section with be present in the capture section. Since only one marker is 
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being used, how can binding of PAMG-1 to the different antibodies in the capture 
section be distinguished to generate a ratio? One cannot tell the difference between 
which antibodies are bound to PAMG-1 . Furthermore, the claim is not clear as to how 
the 5 ng/ml threshold concentration arrived at? 

Claim 24 suffers from the same problem as claim 22. It is not clear as to how the 
ratio is generated and provides a threshold level of detection of PAMG-1 when present 
in a concentration in excess of 3 ng/ml. 

2. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 23, 25, and 26 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention. 

A proper deposit of monoclonal antibodies M271 , M52, and M42 is required to 
enable the invention of claims 23 and 25. Without a publicly available deposit of the 
above monoclonal antibodies, one of ordinary skill in the art could not be assured of the 
ability to practice the invention as claimed. A suitable deposit for patent purposes is 
required. While it appears that the above monoclonal antibodies have been deposited, 
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the specification is not clear if all the provisions of the Budapest Treaty have been 
followed as set forth below. 

If a deposit is made under the terms of the Budapest Treaty, then an affidavit or 
declaration by Applicants or someone associated with the patent owner who is in a 
position to make such assurances, or a statement by an attorney of record over his or 
her signature, stating 

(a) that the deposit has been made under the terms of the Budapest Treaty; and 

(b) that all restrictions imposed by the depositor on the availability to the public of 
the deposited material will be irrevocably removed upon the granting of a patent, would 
satisfy the deposit requirements. See 37 C.F.R. § 1 .808. 

If a deposit is not made under the terms of the Budapest Treaty, then the 
requirements may be satisfied by an affidavit or declaration by Applicants or someone 
associated with the patent owner who is in a position to make such assurances, or by a 
statement by an attorney of record over his or her signature, stating that the deposit has 
been made at an acceptable depository and establishing that the following criteria have 
been met: 

(a) during the pendency of the application, access to the deposit will be afforded 
to one determined by the Commissioner to be entitled thereto; 

(b) all restrictions imposed by the depositor on the availability to the public of the 
deposited material will be irrevocably removed upon the granting of a patent; 
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(c) the deposit will be maintained for a term of at least thirty (30) years and at 
least five (5) years after the most recent request for the furnishing of a sample of the 
deposited material; 

(d) a viability statement in accordance with the provisions of 37 C.F.R. § 1 .807 is 
provided; and 

(e) the deposit will be replaced should it become necessary due to inviability, 
contamination, or loss of capability to function described in the manner in the 
specification. In either case, the identifying information set forth in 37 C.F.R. § 1 .809(d) 
should be added to the specification if it is not already present. See 37 C.F.R. §§ 

1 .803-1 .809 for additional explanation of these requirements. 

Allowable Subject Matter 

4. Claims 17-20 are allowed. 

Conclusion 

5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher L. Chin whose telephone number is (571) 
272-0815. The examiner can normally be reached on Monday-Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Shibuya can be reached on (571) 272-0806. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



2/17/09 



/Christopher L. Chin/ 

Primary Examiner, Art Unit 1641 



